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SFL 32 
10 May 1991 



Dear Sir/Madam 



DRAFT FOOD FOR PARTICULAR NUTRITIONAL USES REGULATIONS 1991 



Directive "g/l^/Lc^of ° f Ministers fo ™ally adopted Council 

uirecrive B9/39B/EEC on the harmonisation of the laws of Mpmhor 

relatrng to foodstuffs intended for particular nutritional uses^PAW^K? 

5 T S 1° estabUsh a framework for a common system gSing 
PARNUTS foods throughout the Community by removing the scoL f or 

^erogations from the previous Directive (77/94) which has beerTrepealed it 

introduces a notification procedure for new products (except those to be 

re!tri^tion S of a sales S ^f S f d ^ ry f rectivesl and Provides for the suspension or 
restriction of sales of foods claiming to be PARNUTS products but which Hn nnt 

hf, H thS ^ ite n ia laid dOWn in fche Active, or whi^ constitute a health 
The Directive also introduces nine categories of food for which 

rn^ lfl L Dlr ?? tlVe ?- WlU b ® introduced . Until these are in place the foods 

this leSer ,°t nu \ t0 . be sut ^ ect t0 " ational legislation. The purpose of 
this letter is to seek views on the attached draft regulations which are 

necessary to implement the requirements of the Directive into UK law. 



2 : , h Regulations Prevent trade in PARNUTS products which do not comply 
with the provisions of the Directive, and require first P : J 

marketed PARNUTS foods to be notified to food en^cement authorities so "thaJ 

f ° 1 H°r: UP “ tl0 ". Can . take place i£ necessary. Trading in products complyln 
W1 . Directive is already permitted under current legislation ard a 

notification system for manufacturers and importers to notify newly 'markets 
products to their "home authority" is already in place. 



I' regulations are made under the Food Safety Act 1990 and 

scheduled to take effect from mid-end July 1991. 



are 



4. The following paragraphs explain the requirements and effect of the 
Regulations in more detail. your attention is drawn particular^ to the 

mad^ 1 for e foLi n f Re9Ulatl ? n 2 ^ • the P rohibition diabetic claims being 
made for foods for normal consumption. ^ 
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(i) 



ilation 2 



(b) 



(c) 



^ Notificati o n^ first sal* nf rarnuts f n 1 



Regulation 2 ( 1 ) - reouirpc t-v,* a . 

be notified when the first sale' Zhiff authori ty to 

not included in the nine scheduled catef® ° 3 PARNUTS food, 

UK. The obligation to notify rests with ^ ' ° CCUrs within th e 

food was made within the Community or the manu£actu rer if the 
in a third country. The notification must take of X£ U W3S made 
days of the food being offered for sale a P * ace Wlthin seven 
the food should be submitted with the notification ' Ubel ° f 

notif ied°when^the fiffuK Z if occursff ' authorit K to be 
food which has previously" been mZfZ Un f° he ^ uled P «^UTS 
Community unless the first UK sa'a r.rr- tad . elsewh,r# in the 
The obligation rests with the UK in Northern Ireland, 

or third country products who Z? ° C UK importer of EC 

submit a model label of the product ,„ H n ° tlfy Wlthln s «ven days, 
authority in any other Member State to whoiTtZ lndlcation °f the 
sent when the food was first sold within the e*** partlculars " er « 

Regulation 2(3) - reouire <3 sn' # ■ 

substantiating a PARNUTS claim to prSuced^h data - 
manufacturer if required by the food ^ oduC6d b y an importer or 
the first sale had^eefnoLf ied enforcem ^ authority to whom 



(ii) 




Regulation 5 amends Schedule 6 Part- tt J 

1984 in respect of claims for PARNUTS foods^ 6 Labellin 9 Regulations 

young children, diabetL andZulinZ'yZ, " I?* f0r bables and 
permissible to claim that a normal fZ Z f ‘ At present it is 

the Directive prohibits such claims (thouoh . auibable £ ?f RARNUT use but 
again be permitted for the foods which will becomZf 1 ® th>t they ma K 

directives). The specific changes to the ReZ\ ]9Ct Specific 
below: 9 co th@ Regulations are described 



(a) 

(b) 



Regulation 5(1) - prevents claims that a food for normal 
consumption is suitable for parnut use. 

Regulation 5(2) - pending the incorporation of the basniitr 

wm nZLZ^eZ ^ th1 y g^l int ° n3ti ° n31 ^ ^ 

regulations. " 9eneral requirements of the PARNUTS 



(c) 



(d) 



Korm!l consumption* 11 ' 8 Cl3i ” S b * in » " ade £ ° r *«*, 

madTforlh 1 ^ ? 

control their weight. Foods w£h 0 f 5 t0 

value which are not soeciallv f C or low energy 

continue to be permitted and be subject to the^eneraf o' J'°'! ever 
slimming claims in the Food Labelling Reflations tr ° 1S “ 
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ConsuT^Uon 6 

«" 306A, Ergon House c/o Nobel House ,7 SmLTi Fisheries "* F°°d 

■'•-1991. if vo„ h«™ _ S ?:_ 17 Smith Square, London 3W1P 3JR by 7 



If you have any queries 
Xtel. no: 071- 238 6256) or John Bush (tel 



_ ___ Please contact Glynis Gri ffiths 

compliance cost assessment rr*'*alsr*atUched 0 and 7 i' ? '^ 4l^' A C ° Py o£ the 
more accurate estimates (with specific \ “° Uld be fateful for any 

businesses resulting from the proposed legislative chLges" C0StS t0 

6. In order to help inform debate on the issues . . . 

document, the Ministry intends to make publicly available COn ^ ulfcation 

consultation period, copies of the resnon^c r a ailable, at the end of the 

3 Whitehall Place, London SW1 2HH Ttlu Ubrary at 

copies on request to personal callers or fni on ^ 9 will supply single 

to reproduce further copies. We will assume^hat lnqulrers who wil1 be free 
publicly available in this way, Unless “ d f IZ- ™ b * mada 
of it to be excluded from this arrangement. ' ^ “ 1Sh aU ° r part 

publi” ^i^n™ °ST“- ^sor^^Ht ^dT ^ 

document 6336 “ ,ddlti0 “ 1 =° Py ° f ^'response to thit^otsuUat^ 



Yours sincerely 




'okA\. - 



.Mrs E M Morris 
Consumer Protection Division 
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COMPLIANCE COST ASSESSMENT 
f OOD F0R PARTICULAR nutritional 



USES REGULATIONS 1991 



Purpose and Benpfifc 



1. The Food for Particular Nutritional Uses Regulations 1991 will imDle , 

o “ K the re ^i« m ents of the EC Framework Directive 89/389/eec , „ 
on 3 Mav IQfiQi on u o9/3o9/EEC (adopted 

foods* J, harmonisation of the laws of Member States relating to 

foods I lntend6<3 f ° r PartiCUUr nu tritional uses (PARNUTS,. These 

foodstuffs, intended for people with particular dietary needs, or for infants 

or >oung children m good health, are clearly distinguishable from foodstuffs 

irirrr :' owin9 to 

be malted h -trition purpose and must 

t h e Re lat in SUC 3 33 t0 indlCat ® their suitability. The intention of 

but h * T S 1S t0 Pr0Mbit Sa les °f food claiming to be PARNUTS products 

notif icat ' 1 ““ “* dSSCripti ° n and to introduce a 

■ ication system for new products based on the "home authority" principle 

which gives enforcement officers the m™, 

1Cers the P° wer t0 require the production of the 

len ifi C work and data to substantiate a parnuts claim, it also identifies 

nine categories of foods for which more detailed controls will be introduced 

e regu ations will be made under the Food Safety Act 1990 and will come into 

force from mid-end July 1991. The regulations will be enforced by local 

authorities. Trade in products complying with the Directive is already 

permitted and the necessary arrangements for notification procedure has 
already been established. 



Business Sectors AffopfaH 



2. Since all significant classes of parnuts foods have been included in the 
nine individual Directives listed in the Annex to the Framework Directive, and 
which will be subject to future separate legislative controls, it is believed 
that very few products will need to comply with the regulatory and safeguard 
provisions of the Regulations. The notification system, in any case, will 

° nly 3PPly t0 neWly mar keted products. Moreover, the seeking of further 
information is discretionary and there is no question of prior approval being 
required before marketing can commence. The number of businesses affected in 
this respect is likely therefore to be very small. Since the notification 
y was set up we have been unaware of any products notified 
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the fact that ^h” “ additlonal complication, brought about by 
- e Regulations prohibit parnuts claims for normal ‘ood« • 

Claims may only be made when the food h,= h 1 d 16 

,, cne Eood has bean specially made for parniitc 

*he major effect of this will be the banning of diabetic claims f 

foods, which is likely particularly to affect chll n ° raal 

manufacturers who market products for normal consumption “ 

we have no estimates ° f - —*.«*«« the Se 




The major cost likely to be involved is the relabelling of confectionerv 
products no^ longer^ able to make a diabetic claim, we have no estimates of thl 

costs 1 \7*b ttUS ' ” 15 n0t POSSible t0 estimate *ith any accuracy the 

costs to businesses of the retirement to notify newly marketed PARNUTS 

expected Tf" ^ ^ ^ SUCh Pr ° dU = tS ' « 

expected to be correspondingly small. 



4 * Consultation with Business 



Ahou 2,6 interested parties representing food producers, health food 
anu.acturers, health interests, consumer and enforcement authorities were 
fully consulted at various stages throughout the negotiations on the EC 
irective. Comments centred largely around the requirement for a safeguard 
c ause and the entaiiing bureaucracy, but the industry agreed that given the 
attitude of other Member States, the notification system eventually agreed was 
he least burdensome we could achieve. The question of which categories 0 “ 
o«3stuffs should be included in the subordinate Directives was also raised 
and resolved satisfactorily in the discussions in Brussels. We do not see any 
significant problems for the UK, particularly in view of the small number of 
products likely to be covered by the Regulations. 



5 ‘ Effect on Competitive Position of 



UK 



This is an EC measure so there should be no effect on competitiveness with 
other Member States, imports of newly marketed third country products will bs 
subject to the same notification procedures as those from the UK and EC. 



DW45 . CPD ( 3 } .CCA.DFT 



Printed image digitised by the University of Southampton Library Digitisation Unit 



6 . 



Monitoring and Rgviou 



Benefits and costs cannot be monitored directly It . , 

esirable for new products which do not conform to the ’ ■ 

Directive and which may even present a health hal d t h 

aS ^ « — eted in the UK and for he Z sal ! ^ 

suspended. No date has yet been set for a review *" '"*“*•* ° C 



7 • Alternative Ap proarh 



There is no alternati 
requires UK regulations 
this area to be amended 



ve a PProach. Adoption of the 
to be made and existing national 
as appropriate. 



Community Directive 
UK regulations in 



Consumer Protection Division 
May 1991 
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STATUTORY 



INSTRUMENTS 



1 99 1 No . 

FOOD 

The Food for Particular Nutritional Uses Regulations 1991 

Made 1991 

Laid before Parliament 1991 

Coming into force 1991 



The Minister of Agriculture, Fisheries and Food, the Secretary of 
State for Health and the Secretary of State for Wales, acting 
jointly, in relation to England and Wales, and the Secretary of 
State for Scotland in relation to Scotland, in exercise of the 
powers conferred on them by sections 4(1), 6(4), 16(1)(e), 17(1), 
26(1) and (3) and 48(1) of the Food Safety Act 1990(a) and of all 
other powers enabling them in that behalf, hereby make the 
following Regulations, after consultation in accordance with 
section 48 of the said Act with such organisations as appear to 
them to be representative of interests substantially affected by 
the Regulations ; - 

Title, commencement, scope and interpretation 

1.-(1) These Regulations may be cited as the Food for 
Particular Nutritional Uses Regulations 1991, shall come into 



(a) 1990 c.16. 
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n r* . 



;q r**t r- 



^ V 



: :cc 



a 



nucn ncnai use . 

(2) In these Regulations, except where the context requires 
otherwise - 

"the Act" means the Food Safety Act 1990; 

"food authority" does not include either the council of 
any district in a non-metropolitan county in England and 
Wales or the appropriate Treasurer referred to in section 
5(1 )( C ) of the Act (which deals with the Inner Temple and 

the Middle Temple ) ; 

"food for a particular nutritional use" shall mean a food 

intended for human consumption which - 

(a) owing to its special composition or process of 
manufacture, is clearly dis tinguishable from food 
intended for normal human consumption, 

(b) is suitable for its claimed particular nutritional 

purpose, and 

(c) is sold in such a way as to indicate that 
suitability ; 

"the labelling regulations" means, in relation to England 
and Wales, the Food Labelling Regulations 1934(a) and, m 
relation to Scotland, the Food Labelling (Scotland) 

Regulations 1984(b); 




(a) S.I. 1984/130S, to which there are amendments not relevant to 



these Regulations. 

(b) S.I. 1984/1319, to which there are 



amendments not relevant to 



these Regulations. 
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particular nutritional requirements of - 

(a) a person whose digestive processes are, or whose 
metabolism is, disturbed, or 

(b) a person whose physiological condition renders him 
able to obtain a special benefit from the 
controlled consumption of any substance in food, 
or 

(c) an infant or young child in good health; 

"sale", in relation to food, includes selling, possessing 
for sale and offering, exposing or advertising for sale, and 
"sold" shall be construed accordingly, but an advertisement 
of the type described in section 22 of the Act shall not be 
treated as a sale and nor shall anything not qualifying as a 
placing on the market for the purposes of Council Directive 
89/398/EEC(a) on the approximation of the laws of the Member 
States relating to foodstuffs intended for particular 
nutritional uses; 

"unscheduled food" means a food for a particular nutritional 
use of a description other than one listed in the Schedule 
to these Regulations. 

Notification of first sale of unscheduled food 

2.-(1) The manufacturer of an unscheduled food of a 
description which has not previously been sold in a Member State 
of the European Economic Community, or where such unscheduled 



(a) OJ No. LI 86 , 30.6.89, p.27. 
A 1 AABF 



Printed image digitised by the University of Southampton Library Digitisation Unit 



*» T— CT 

^ W 



Community, the importer, shall -thin seven days after the 
sale of that food in Great Britain, notify the food authority in 
the area in which that first sale has taken place of the fact of 

first sale and with that notification submit to that authority an 

i j _ L h3 i sale on that unscheduled food, 

example of the label used in that sale on 

u an unscheduled food of a description which has 

(2) where an unscnejuica 

previously been sold in a Member State of the European Economic 
Community other than the United Kingdom is first sold in Great 
Britain, then (unless the food has previously been so m 
Northern Ireland) within seven days after the first sale of 

food in Great Britain its importer into Great Britain or, where 

l ori hain its manufacturer, 
,„=h focd ... manufactured m =••« 

ll. are a in wh i c h that first 
shall provide the food authority m the 

sale has taken place with the following particulars - 

(a) a notification of the fact of that first sale, 

• at, hhat notification, of an example of 

(b ) a submission, with that nocu 

, that sale on that unscheduled food, 

the label used m that sdic 

and » 

authority which received 
(C ) an indication of any competent author 

• a un<* to those in sub-paragraphs 
particulars equivalent to 

, . u first sals within the 

and (b) above in relation to 

. , c an nr scheduled food of 
European Economic Community o 

that description. 

, notifying a food authority 

or an importer, no * . =* 

(3) A manufacturer, or , also supply 

,„ ranh cm or (2) above shall also s pp 

in accordance wit par suc h further 

. ,, it so request, with such 

that authority, 3 ou unscheduled 

, j will confirm tne 

scientific reports and data as 



at aabf 
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for a particular tut r i t i era. use. 



Enforcement 

^ i-rsvenes or fails to comply with any 
3.-(1) If any person contravenes 

. ~c . — rhpse Regulations he shall ue 

of the foregoing provisions of-these ^eg 

. , ii u- liable on summary conviction to 

guilty of an offence and shall be liaDie u 

» fine not «..1W 1««1 > °" th = “* 1 *' 

, 2) E «„ food authority .h.ll .-fore, and ea.cut. thes. 

Regulations in its area. 

c f „ r an offence under these Regulations, 

(3) In any proceedings for an orrenue 

. he low be a defence for the 

it shall, subject to paragraph (7) below, 

he took all reasonable precautions 
person charged to prove that he tooK 

, . u- avoid the commission of the 
and exercised all due diligence to avoid 

• mss if or by a person under his control, 
offence by himself or oy a p 

. a n the generality of paragraph (3) 
( 4 ) without prejudice to the g 

offence under these Regulations 
above, a person charged with an offenc 

who neither - 

* , . „. Dect of which the offence is 

(a) prepared the food in respect 

alleged to have been committed; nor 

(b) imported it into Great Britain, 

„ . n to have established the defence provided by that 
shall be taken to have 

— - — ■ - ,! ’ - 

( 6 ) below . . c 

,. 5fips the requirements of this paragraph if 

(5) A person satisfies the 4 

he proves offence was due to an act or 

(a) that the commission of the 

default of another person who was not under his 
control , or to reliance on information supplied by such 
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ut all such checks cf 



che fcc< 



( c ) 



question as were reasonable in all the circumstances, 
or that it was reasonable in all the circumstances for 
him to rely on checks carried out by the person who 
supplied the food to hnrt; and 

that he did not know and had no reason to suspect ac 
the time of the commission of the alleged offence tnat 
his omission would amount to an offence under the 



relevant provision 



( 



6) A person satisfies the requi 



irements of this subsection if 



he proves - 

,a) that the commission of the offence was due to an act or 
default of another person who was not under his 
control, or to reliance on information supplied by such 

a person; 

(b) that the sale in relation to which the offence is 
alleged was not a sale or intended sale under his name 

or mark; and 

(c) that he did not know, and could not reasonably have 

been expected to know, at the time of the commission of 
the alleged offence that his omission would amount to 

an offence under the relevant provision. 

„ ,. he de fence provided by paragraph (3) above 
11 ) If in any case the defence y 

the commission of the offence was 
involves the allegation that the com 

. or default of another person, or to reliance 
due to an act or default o 

, ton supplied by another person, the person charged 

information supplied uy 

, .we court, be entitled to rely on that 
not, without leave of the cour., 
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-e fence unless - 

fa) at least seven clear days before the hearing; and 

(b) where he has prevxously appeared before a court in 

connection with the alleged offence within n 

ts ‘■ unce / within one month 

Of his first such appearance, 

he has served cn the prosecutor’ a notice <„ uri L. 

a notice -n writing giving such 

information identify ina or ,* _ . . 

y y or assi sting m the identification of 

that other person as was then in his possession. 

(8) In paragraph (7) above any reference to appearing before a 

court shall be construed as including a reference to being 
brought before a court. 



Application of provisions of the Food Safety Act 1990 

4. The following provisions of the Act shall apply for the 

purposes of these Regulations as they apply for the purposes of 
the Act - 

(a) section 2 (extended meaning of "sale"); 

(b) section 3 (presumption that food is intended for human 
consumption) . 



Amendment of the labelling regulations 

5.-(1) In item 3 in Part II (restricted claims) of Schedule 6 
to the labelling regulations headed "Claims relating to foods for 
particular nutritional uses" - 

(a) for the entry in the first column there shall be 
substituted the following entry: 

3 * A ciaim to the effect that a food has a particular 
nutritional purpose (within the meaning of the Food for 

A1AA3F 
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(C) 



for paragraph 1 of the entry m the second column there 
shall be substituted the following paragraph: 

1 . The food must be a food for a particular 

nutritional use (within the meaning of the Food for 
Particular Nutritional Uses Regulations 1991)."; 

for paragraph 3 of that column there shall be 
substituted the following paragraph: 

3. The food must have been specially made for the 
class of persons to which the claim refers and - 

(a) the food must be marked or labelled with the 
prescribed energy statement, and 

(b) when sold to the ultimate consumer, the food 
must be prepacked and completely enclosed by 
its packaging . " . 

(2) Item 4 in Part II of Schedule 6 to the labelling 
regulations shall be deleted. 

(3) In item 5 in Part II of Schedule 6 to the labelling 
regulations headed "Diabetic claims" for paragraph 4 of the entry 
in the second column there shall be substituted the following 
paragraph : 



'4.-(i) The food must be capable of fulfilling the claim. 

(2) The food must be marked or labelled with an 

indication of the particular aspects of its composition or 
manufacturing process that give the food its particular 
nutritional characteristics. 

(3) If the food has been specially made for diabetics - 

(a) the name of the food must include or be 
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(b) 



particular nutritional characteristics, and 
when sold to the ultimate consumer, the food 

be prepacked and completely enclosed by 
packaging . 



must 

its 



( 4 ) { a ) 



(b) 



Whether or not th*- food has been specially made 
tor diabetics, the food must be marked or labelled 
with the prescribed energy statement, and 
if the food contains fructose, sorbitol, mannitol, 
xylitol, isomalt or hydrogenated glucose syrup, 
the prescribed energy statement must include a 
statement of the total amount of - 



(i) 



the aforementioned substances that are 



that is 



present in the food, and 

(ii) other carbohydrate, and 

(iii) the total amount of carbohydrate 

contained in each hundred grams or hundred 

millilitres of the food, as is appropriate, and, where 
appropriate, in a quantified serving of the food.", 

(4) In item 6 in Part II of Schedule 6 to the labelling 
regulations headed "Slimming claims" for paragraph 3 of the entry 
in uhe second column there shall be substituted the following 
paragraph: 

3.-{1) The food must be capable of fulfilling the claim. 

{2) If the food has been specially made for those wishing 
to control or reduce their weight - 

(a) the name of the food must include or be 

accompanied by an indication of the food's 
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(h) the food must be marked or labelled with an 

indication of the particular aspects of its 
composition or manufacturing process that give the 
food its particular nutritional character istics , 

(c) the food must be marked or labelled with the 

prescribed energy statement, and 

(d) when sold to the ultimate consumer, the food must 

be prepacked and completely enclosed by its 

packaging . 



( 3 ) Prepacked food, whether or not specially made for 
those wishing to control or reduce their weight, must be 



marked or 



labelled with the prescribed energy statement. . 



In Witness 



whereof the Official Seal of the Minister of 



Agriculture, Fisheries and Food is hereunto affixed on 

1991 . 



(L.S. ) 



Minister o 



f Agriculture, Fisheries and Food 



1 0 . 
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1 991 



Secretary of Stat 



for Health 



1991 c 

Secretary of State for Wales 



1 991 



Parliamentary Under Secretary of State, 

Scottish Office 
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SCHEDULE 



GROUPS OF FOODS FOR PARTICULAR 



Reguia 1 10 

nutritional USES 



n 



1 . 
2 . 
3 . 
4. 



Infant formulae 

Follow-up milk and other 
Baby foods 



follow-up foods 



Low-energy and energy-reduced foods 
control 



intended for weight 



5. Dietary foods for special medical purposes 

6. Low-sodium foods, including low-sodium or sodium-free 
dietary salts 

Gluten-free foods 

8. Foods intended to meet the expenditure of intense muscular 
effort, especially for sportsmen 

9. Foods for persons suffering from carbohydrate-metabolism 
disorders (diabetes) 
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EXPLANATORY note 

j- of the Regulations ) 



( This note is 

which apply ^ Great Britain ' COme int ° 

These Regulations, imp lementation 

199 1. -They complete the i">fi 

force on _ , n 6 89, p.27) on 

, Direc tive 89 / 398 /EEC (OJ No. LI 86, 30.6. 

Of Council Direct:! relating to 

«- — » •« - ^ ° £ “* w 
foodstuffs iut.od.d lot psttudul.. (regulation 2) and 

«-« “ “* ‘ : to sued foodstuff. 

tn. ” 1 “ 1M 

( regulation 5 ) . 
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